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earned patent term adjustment. See 37 CFR 1 .704(b). 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 
Claims 1-11, 13 and 15 are presented for examination. 

Applicant's Amendment filed September 5, 2008 has been received and entered into the present 
application. 

Claims 1-11, 13 and 1 5 remain pending and under examination. Claims 16-17 are cancelled. 
Claim 1 is amended. 

Applicant's arguments, filed September 5, 2008, have been fully considered. Rejections not 
reiterated from previous Office Actions are hereby withdrawn. The following rejections are either 
reiterated or newly applied. They constitute the complete set of rejections presently being applied to the 
instant application. 

Claim Rejections - 35 USC § 112, First Paragraph, Written Description Requirement 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 13 and 15 remain rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement because the claims contains subject matter which was not described in 
the specification in such a way as to reasonably convey to one skilled in the relevant art that the inventor, 
at the time the application was filed, had possession of the claimed invention, for the reasons of record set 
forth at p. 7- 10 of the previous Office Action dated March 5, 2008, of which said reasons are herein 
incorporated by reference. 

Applicant traverses the instant rejection, stating that "the term 'toxic neuropathies' is used 
throughout the application and claims and Applicant does not recall this aspect of patentability being 
raised in the almost FIVE YEARS [sic] since the filing date" and refers to para. [0053] of the 
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specification, which states that the claimed therapy may be used for the "treatment of abnormalities of 
toxic or anoxic nature and related to the release of free radicals in the brain, liver, heart or other organs 
and tissues", as well as para. [0062], which identified diabetic peripheral neuropathies as a type of toxic 
neuropathy. Still further, Applicant asserts that the specification discloses three examples using a diabetic 
rat, which encompasses "metabolic disorders of glucose utilization" as instantly claimed. 

Applicant's traversal has been fully and carefully considered, but fails to be persuasive. 

Firstly, with regard to Applicant's claimed limitation directed to toxic neuropathies, it is 
immaterial that this issue has not previously been raised during prosecution. It has been raised now and 
this assertion that it was not before presented does not release Applicant from the need to provide (or even 
establish that the art provides) adequate written description of the instantly claimed genus of "toxic 
neuropathies", with the exception of diabetic peripheral neuropathy, that may be treated using the 
instantly claimed composition. In view of the fact that Applicant fails to point to any evidence, either in 
the instant specification or in the art, that would provide adequate description of what other neuropathies 
are considered "toxic" and would be treatable via administration of the instantly claimed composition 
(aside from the single specifically disclosed specie of "diabetic peripheral neuropathy"), this claimed 
genus of "toxic neuropathies" continues to lack sufficient written description for the reasons already of 
record. 

Secondly, with regard to Applicant's allegation that the three disclosed examples using a diabetic 
rat apparently constitute adequate written description of the genus of "metabolic disorders of glucose 
utilization" as instantly claimed, this is also unpersuasive. The three disclosed examples are generic to a 
"diabetic" rat subject, which, while perhaps providing support for the treatment of a diabetic condition, 
fails to provide any description of what other conditions are considered a "metabolic disorder of glucose 
utilization" and would be treatable via administration of the instantly claimed composition. Further, 
Applicant again fails to point to any evidence, either in the instant specification or in the art, that would 
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provide adequate description of what disorders aside from diabetes are considered "metabolic disorders of 
glucose utilization". For these reasons, the claimed genus of continues to lack sufficient written 
description for the reasons already of record. 

For these reasons, and those previously made of record at p. 7- 10 of the Office Action dated 
March 5, 2008, rejection of claims 13 and 15 remains proper and is maintained . 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject mailer pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-11, 13 and 15 remain rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cavazza (U.S. Patent No. 6,365,622; 2002) or Cavazza (WO 00/1 1968; 2000), in view of Crea et al. (U.S. 
Patent No. 6,165,475; 2000), further citing to STN Registry Nos. 10597-60-1 and 34422-12-3 to each 
show a fact, each already of record, for the reasons of record set forth at p. 18-21 of the previous Office 
Action dated March 5, 2008, of which said reasons are herein incorporated by reference. 

Applicant traverses the instant rejection, stating that Cavazza does not provide in any way for the 
addition, replacement or substitution of lipoic acid. Applicant submits that Cavazza attributes other 
advantages to lipoic acid which appear to be separate from the antioxidant property, which could 
contribute to the synergistic effect of lipoic acid with carnitine. Applicant further submits that, to obtain a 
similar effect with carnitines, one of ordinary skill in the art would search for not just any antioxidant, but 
one that regulates glucose utilization. Applicant alleges that Cavazza teaches against combining any 
antioxidant because the reference teaches that lipoic acid has additional non-antioxidant properties and, 
thus, one would not substitute hydroxytyrosol simply because it was an antioxidant. 
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Applicant's traversal has been fully and carefully considered, but fails to be persuasive. 

In response thereto, it is not necessary for Cavazza to expressly provide a teaching of the 
replacement or substitution of lipoic acid in the disclosed composition in order to support the 
determination that the use of a mixture of olive vegetation water polyphenols containing hydroxytyrosol 
would have been prima facie obvious. The fact remains that Cavazza teaches a composition of two 
antioxidant components for the treatment of diseases and conditions brought about by the presence of free 
radicals due to environmental pollution etc., which are identical to those diseases or conditions presently 
claimed. Accordingly, the fact that Crea et al. expressly teaches a water-soluble olive extract enriched 
with the strong polyphenolic antioxidants elenolic acid and 2-(3,4-dihydroxyphenyl)ethanol (synonymous 
with hydroxytyrosol, see supra) provides express motivation to the skilled artisan to add such antioxidants 
to the composition of Cavazza with the reasonable expectation of success that the resultant composition 
would have, at minimum, additive, if not potentiated, antioxidative effects and would have also been 
reasonably expected to been an effective treatment for the disclosed diseases and/or conditions of 
Cavazza that result from the presence of free radicals due to its antioxidant (i.e., inhibition of oxidation 
that results from free radicals) effect. It is irrelevant that Cavazza teaches other advantages to lipoic acid. 
The shared antioxidative property of the components of Cavazza and of the polyphenolic water extract of 
Crea et al. renders the combination obvious for the reasons elucidated supra, regardless of what other 
non-antioxidant properties may be attributed to lipoic acid. 

The crux of Applicant's argument seems to rest on the idea that the rejection purportedly asserts 
that it would have been prima facie obvious to substitute the lipoic acid component with the instantly 
claimed mixture of polyphenols containing hydroxytyrosol. This, however, is not the case. The instant 
rejection does not require that the lipoic acid component be substituted with a mixture of polyphenols 
containing hydroxytyrosol, but rather states it would have been prima facie obvious to further include a 
polyphenolic mixture containing hydroxytyrosol into the composition product disclosed by Cavazza for 
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use in treating the disclosed diseases or conditions brought about by the presence of free radicals due to 
environmental pollution, etc. Please see p. 19-20 of the previous Office Action. Therefore, since the basis 
of the instant rejection is not based on the idea of substituting lipoic acid for the polyphenolic mixture 
containing hydroxytyrosol as taught by Crea et al., Applicant's remarks to this effect are moot. 

For these reasons presented supra, and those previously made of record at p. 18-21 of the Office 
Action dated March 5, 2008, rejection of claims 1-11, 13 and 15 remains proper. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in public policy (a policy 
rcllcctcd in the statute) so as to prev ent the unjustified or improper timewise extension of the "right to exclude" granted by a 
patent and to prevent possible harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection is 
appropriate where the conllicling claims are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated by, or would have been obvious over, the 
reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In reLongi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 
USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be used to overcome an actual 
or provisional rejection based on a nonstatutory double patenting ground provided the conflicting application or patent either is 
shown to be commonly owned with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal disclaimer. A terminal 
disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

Claims 1-11 remain provisionally rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 17-22 of U.S. Patent Application No. 1 1/846,455 
or remain rejected under the judicially created doctrine of obviousness-type double patenting as being 
unpatentable over, alternatively, claim 7 of U.S. Patent No. 6,165,475; claim 2 of U.S. Patent No. 
6,197,308; or claims 1-6 of U.S. Patent No. 6,416,308, each in view of Cavazza (U.S. Patent No. 
6,365,622; 2002) and Saija et al. ("In Vitro Evaluation of the Antioxidant Activity and Biomembrane 
Interaction of the Plant Phenols Oleuropein and Hydroxytyrosol", International Journal of 
Pharmaceutics, 1998), each already of record, for the reasons of record set forth at p.21-26 of the 



previous Office Action dated March 5, 2008, of which said reasons are herein incorporated by reference. 
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Applicant states that, upon allowance of any claim, Applicant agrees to execute terminal 
disclaimers. 

In view of the fact that none of the instant claims are in condition for allowance at this time, the 
rejections are maintained in view of the lack of Terminal Disclaimers over the cited patents and 
copending application! s ). 

Conclusion 

Rejection of claims 1-11, 13 and 15 remains proper. 
No claims of the present application are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy as set 
forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the THREE- 
MONTH shortened statutory period, then the shortened statutory period will expire on the date the 
advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the 
mailing date of the advisory action. In no event, however, will the statutoiy period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Leslie A. Royds whose telephone number is (57 1 )-272-6096. The examiner can normally 
be reached on Monday-Friday (9:00 AM-5:30 PM). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Ardin 
H. Marschel can be reached on (571)-272-0718. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 
CANADA) or 571-272-1000. 

/Leslie A. Royds/ 

Patent Examiner, Art Unit 1614 

December 1, 2008 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



